FAQ for Adverse Events in Animals
1. What is an animal adverse event (AE)?
An AE is any occurrence that has a negative impact on animal welfare (usually involving pain,
distress or death of an animal), the possibility of which was not described in the approved
IACUC Protocol or its subsequent modifications.
2. Why should AEs be reported?
Reporting AEs assists PIs, animal care staff and the Attending Veterinarian to find the cause
and to prevent recurrence.
From a regulatory aspect, the purpose of AE reporting is to document at the level of IACUC, in
accordance with its federally mandated role of oversight, that adverse events have been fully
addressed by the research team and veterinary staff as they occur. Furthermore, it ensures that
the appropriate institutional resources are made available to the research group to address the
AE. Timely reporting demonstrates the commitment of the research team to provide the highest
quality animal care by engaging all available resources.
If AEs are not appropriately addressed in a timely manner, the IACUC has the responsibility and
authority to protect animal subjects with actions up to and including the suspension of approved
protocols. Failure to report adverse events is noncompliance with IACUC SOP 36, Reporting of
Adverse Events to the IACUC.
3. Who should report AEs and When?
PIs and Animal Facility Directors should report to the Oversight & Outreach Office as soon as
they become aware of an event that may impact animal welfare. A preliminary report should be
completed within 7 calendar days after the event..The final report should be made as soon as all
necessary details are known and after consultation with veterinary staff. Note: there are
instances where a preliminary report is not needed. In such cases, the Final Report should be
submitted within 7 calendars day after the event.
4. What qualifies as an AE?
When in doubt, call the Animal Facility Director or the Oversight & Outreach Office to discuss
the event. Unexpected events or problems are considered AEs if they affect greater numbers of
animals than anticipated, have a negative impact on other animals or activities, or reflect a
situation that could become more severe in the future. A report is not required if the event and
its management are described in the approved IACUC protocol.
5. What types of events must be reported?
Morbidity or mortality resulting from complications not described in the IACUC protocol.
Greater number of mortalities, more severe responses, or when animals appear to be in
more pain or distress than expected/described in the IACUC protocol. For example, a
report would be required, if 10 % of animals die following surgery when a 5% mortality
rate was indicated in the approved protocol.
Post-surgical complications (e.g. respiratory distress, infection, wound dehiscence)
Device Failures (catheter clots, fixation plates breaking, pumps not working, etc) that
might require the animal to be removed from a study and have to be replaced
Operator Error
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6. What events do not need to be reported?
Injury or illness unrelated to approved procedures and being treated by the attending
veterinarian or designee. Events that are described in the approved protocol that occur at rates
that are equal or below the rates indicated in the approved protocol.
7. What information needs to be reported?
The Adverse Event Forms should be used to submit a report. The forms are available on the
Animal Research Oversight website (see Related Documents). Information required includes
the project title and IACUC protocol number; the PI’s name; the date, time, location and nature
of the event; the number and species of animals involved; the WFU animal ID # (for USDA
regulated species), measures taken at the time to minimize impact on animal welfare; the actual
or potential impact of the event on animal welfare and study outcomes; and immediate and
long-term steps being taken or considered to prevent recurrence of the event. The name of the
person reporting the adverse event is also required.

8. How should reporting proceed?
a. In an emergency, contact a staff veterinarian immediately.
b. Consult with the Animal Facility Manager to provide any necessary changes in animal care.
c. If unsure, communicate as soon as possible with the O & O Office by phone or email to
receive instruction. If needed, submit a preliminary report to the O & O Office within 7
calendar days of the event.
d. Work with veterinary staff to complete a final report including a Corrective Action Plan, as
needed, and submit it by email to the O & O Office.
e. An AE Review team will review the report and seek further clarification or sign off that it has
been fully resolved.
f. The report will be included in the agenda for the next IACUC meeting and the IACUC Chair
will request further clarification or sign off that the event has been accepted by the IACUC,
thereby closing the issue.
g. An AE Acceptance notification will be sent to the PI.
9. What will the IACUC do with the report?
Most of these reports will be informational to the full IACUC; others may require further action.
Amendments to approved protocols may be necessary to modify procedures based on
knowledge gained from adverse events. In some cases, it will be advisable for PIs to voluntarily
halt certain animal procedures until an event is fully addressed. As official IACUC documents,
these reports are not public because Wake Forest is a private institution. However, the
documents must be available to USDA representatives upon request.
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